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Reply to Office Action of February 27, 2006 

AMENDMENTS TO THE CLAIMS 

The following list of claims contains all of the claims that are, or ever have been, in the 
present application. This list will replace all other prior versions, and listings, of the claims: 

Listing of claims: 

1 (amended). A device suitable for implantation in a living being, said device comprisSng an 
at least partially crystalline polymer material, said polymer material comprising a plurality of 
zones having polymer molecular orientation and cross section, wherein the polymer material 
ilLat least one zone is more highly oriented than that polvmer material in at least one other 
zone. 

2 (original). The device of claim 1, wherein said polymer material comprises a resorbable 
polymer. 

3 (original). The device of claim 2, wherein said resorbable polymer is selected from llhe 
ffoup consisting of PLA, PGA, PGA/PLLA, DLPLA, and combinations thereof. 

4 (original). The device of claim 1 further comprising additive materials selected front the 
groiQ) consisting of ceramics, fibrous materials, particulate materidl$> biologically active 
agents, plasticizers and combinations thereof. 

5 (original). A method for the manufacture of a device suitable for implantation in a lijving 
being, said method comprisvog the steps of: 

providing a polymer slug, barrel, die cavity tooling, and ram press, wherein said die cavity 
tooling defines a die shape; 

placing said polymer slug between said ram press and die cavity tooling; 

actuating said ram press in order to apply pressure upon said polymer slug, thereby forcing 

said polymer slug to conform to said die shape, wherein said polymer slug is formed iifto a 
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device comprising zones of variable alignment of the polymer structure, and zones of varying 
cross-section; and j 
removing said device from said die cavity tooling. 

6 (original). The method of Claim 5, further comprising the step of: | 
machining said device to a finished product. 

7 (canceled). 

1 

8 (original). The method of claim 7, wherein said heating creates a temperature gradiejnt in 
said polymer slug, die cavity tooling and barrel. ] 

9 (original). The method of claim 7, wherein prior to removing said device from said jlie 
cavity tooling, said device is reheated and allowed to cool. 

10 (original). The me&od of claim S, wherein said polymer slug comi»ises a resorbable 
polymer. ; 

i 

11 (origixial). Hie method of claim 10, wherein said resorbable polymer is selected fit^m the 
group consisting of PLA, PGA» PGAypLLA, DLPLA, and combinations thereof. 

! 
i 

12 (original). The method of claim 5, wherein said polymer slug provided further coniprises QQ 
additive materials. C/> 



13 (original). The method of claim 12, wherein said additive materials are selected from the 
group consisting of ceramics, fibrous materials, particulate materials, biologically active 
agents, plasticizers and combinations thereof 



o 
o 
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14 (original). The method of claim 5, wherein said die cavity tooling comprises a heafl 
portion and a shaxdc portion^ wherein said head portion has a larger cross section than $aid 
shank portioQ, 

15 (original). The method of claim 5, wherein said die cavity tooling is temperature 
controlled. 

16 (original). The method of claim 5, wherein said barrel is temperature controlled. 

17 (original). The method of claim 5, wherein said ram press fiirther comprises complex 
geometry. 

18 (original). The method of claim S» wherein said die cavity tooling is not unitary but rather 
comprises a plurality of pieces cq>able of fitting together. 

19 (original). The method of claim 5, wherein said polymer slug further comprises complex 
geometry. 

20 (original). The method of claim S, wherein said die cavity tooling further comprises an 
ejection pin. 

21 (original). The method of claim 20, wherein said ejection pin serves to fonn an end of said 
polymer slug. 

22 (amended)* A method for the manufacture of a device suitable for implantation in a living 
being, said method comprising the steps of: 

a. providing a polymer slug, die cavity tooling, and ram press, wherein said die cavity tooling 
defines a die shape having a plurality of zones of varying cross-section, a nd wherein said 
polymer slug has a polymeric molecular structure: 

4 AVAILABLE CC 
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b* placing said polymer slug between said ram press and die cavity tooling; i 

c. beating at least said polymer slug to a temperature in a ranfl[e betw een the glass tranSitjon 

! 

temperature and the meltmg. .temperature; 



structure, and further wherein at least one zone undergoes a greater degre e of deformajion 
than fl HifT erent zone, thereby resulting in said polymer slug4 $ being formed into a deVice 
comprising zones of variable alignment of the polymer molecular structure, and zones! of 
varying cross section; and ! 

[[d]] e. removing said device from said die cavity tooling 

g t placing said dcvioe botwoeo said ram press and a s e cond die cavity tDoline> wherein ! oaid 
o e oond dio cavity tooling d e fin es a second di e ahop e ; | 
f. actuating said mm |Hr e s $ in ord e r to iqpply pres s ur e upon said d e vice, thereby fofoingifloid 
d e vice to oonform to said o e oond di e shcp e ^ wherein s aid d e vie e i s- form e d i nto a fr ! > i ioc| prosocd 
devic e eomprioing aon e s of inoreos e d olignment of the polym e r structur e , and zones 
varying orooo o e otion > 

23 (amended). A device suitable for implantation in a living being» said device compribing 
polvmer material havinp a plurality of zones of variable alignment of the polymer structure, 
and a plurality of z ones of varying cross^section, and wherein said device is made by the 



a. providing a polymer slug, die cavity tooling, and ram press, wherein said die cavity 
tooling defines a die sh^ having a plurality of zones of varying cross-section, an d wherein 
said polvmer slug has a polymeric molecular structure : 




process of: 



b, placing said polymer slug between said ram press and die cavity tooling; 
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c> heating at least said polvmer slug to a temperatu re in a range between the glaps. 



transition temperature and the melting temperature; j 

[[c]] 4 after said heating, a ctuating said ram press in order to apply pressure upjon said 
polymer slug, thereby deforming said polvmer slug and forcing said polymer slug to cdnform 
to said die shape, wherein said deforming causes an ali gnment of said polymeric mole<;|ular 
stnicture, and further wherein at least one zone undergoe s a greater degree of defQrmat|on 
than a different zone, thereby resulting in said p olymer 8lu&4s being formed into said device 
comprising Eonoo of variable olignmont of th e pol>TDor otruotur e , and said zones of vaiying 
cross sectio ned wherein said at least one zone has a greater degree of gligmn ent than said 
different zone: and I 

i 

[[d]] e. removing said device from said die cavity tooling* 

I 

24 (original). The device made by the process of Claim 23, the process fiirther comprising the 
step of: I 
machining said device to a finished product. 

i 

i 

25-27 (canceled). 

28 (original). The device made by the process of Claim 23, wherein said polymer slug 
comi»ises a resorbable polymer. 

29 (original). The device of claim 28, wherein said resorbable polymer is selected firoib tfie 
group consisting of PLA, PGA, PGA/PLLA, DLPLA, and combinations thereof. 

i 

30 (original). The device made by the process of Claim 23, wherein said polymer slug 
provided further comprises additive materials. 
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31 (original). The device of claim 30, wherein said additive materials arc selected from the 
group consisting of ceramics, fibrous materials, particulate materials, biologically actiVe 
agents, plasticizers and combinations thereof. 

32 (original). The device made by the process of Claim 23, \tfherein said die cavity todling 
comprises a head portion and a shank portion, wherein said head portion has a larger cross 
section than said shank portion. 

33 (original). The device made by the process of Claim 23, wherein said die cavity tooling is 
temperature controlled. 

34 (original). The device made by the process of Claim 23, wherein said barrel is temj|)emtiire 
controlled. 

35 (original). The device made by the process of Claim 23, wherein said ram press fuijther 
comprises complex geometry. 

36 (original). The device made by the process of Claim 23, wherein said die cavity tooling is 
not a single piece but laflier comprises a plurality of pieces capable of fitting together. 

37 (original). The device made by the process of Claim 23, wherein said polymer slug further 
comprises complex geometry. 

38 (original). The device made by the process of Claim 23, wherein said die cavity tooling 
further comprises an ejection pin. 

39 (original). The device ofclaim 38, wherein said ejection pin serves to form an end of said 
polymer slug. 
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40 (new). The device of claun 1 , aironged as a bone fixation device comprising a hea4 
portion and a shank portion, wherein a cross-section on a diameter of said shank porti(|»n is 
smaller than a cross-section on a diameter of said head portion, and further wherein said shank 
portion features greater alignment of polymer molecules than said head portion. 

i 

41 (new). The method of claim 22, further comprising the steps of: 

i ^ 

f placing said device between said ram press and a second die cavity tooling, "^herein 

i 

said second die cavity tooling defines a second die shape; and 

g. actuating said ram press in order to apply pressxare upon said device, therebyj forcing 
said device to conform to said second die shape, wherein said device is formed into a i|wice- 
pressed device comprising zones of increased alignment of the polymer molecular stnjcture, 
and zones of vaxying cross section. 



i 
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